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§14.5

rather than that of providing advice
and recommendations is not an advi-
sory committee, for example, the Re-
search Involving Human Subjects Com-
mittee (RIHSC).

(c) This part applies only when a
committee convenes to conduct com-
mittee business. Site visits, social
gatherings, informal discussions by
telephone or during meals or while
traveling or at other professional func-
tions, or other similar activities do not
constitute a meeting.

(d) An advisory committee that is
utilized but not established by FDA is
subject to this part only to the extent
of such utilization, and not concerning
any other activities of such committee.

(e) Any conference or meeting be-
tween an employee of FDA and a com-
mittee or group which is not an advi-
sory committee shall be subject to
§10.65 or other provisions specifically
applicable to the committee or group,
for example, part 13 for a Public Board
of Inquiry.

(f) This part applies to all FDA advi-
sory committees, except to the extent
that specific statutes require otherwise
for a particular committee, for exam-
ple, TEPRSSC, the Board of Tea Ex-
perts, and advisory committees estab-
lished under the Medical Device
Amendments of 1976.

[44 FR 22351, Apr. 13, 1979, as amended at 54
FR 9035, Mar. 3, 1989]

§14.5 Purpose of proceedings before
an advisory committee.

(a) An advisory committee is utilized
to conduct public hearings on matters
of importance that come before FDA,
to review the issues involved, and to
provide advice and recommendations
to the Commissioner.

(b) The Commissioner has sole discre-
tion concerning action to be taken and
policy to be expressed on any matter
considered by an advisory committee.

§14.7 Administrative remedies.

A person who alleges noncompliance
by the Commissioner or an advisory
committee with any provision of this
part or the Federal Advisory Com-
mittee Act may pursue the following
administrative remedies:

(a) If the person objects to any ac-
tion, including a failure to act, other
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than denial of access to an advisory
committee document, the person shall
submit a petition in the form and in
accordance with the requirements of
§10.30. The provisions of §10.45 relating
to exhaustion of administrative rem-
edies are applicable.

(1) If the person objects to past ac-
tion, the person shall submit the peti-
tion within 30 days after the action ob-
jected to. If the Commissioner deter-
mines that there was noncompliance
with any provision of this subpart or of
the Federal Advisory Committee Act,
the Commissioner will grant any ap-
propriate relief and take appropriate
steps to prevent its future recurrence.

(2) If the person objects to proposed
future action, the Commissioner will
expedite the review of the petition and
make a reasonable effort to render a
decision before the action concerned in
the petition.

(3) If the person objects to action
that is imminent or occurring and
which could not reasonably have been
anticipated, e.g., the closing of a por-
tion of a meeting which is made known
for the first time on the day of the
meeting, the matter may be handled by
an oral petition in lieu of a written pe-
tition.

(b) If the person objects to a denial of
access to an advisory committee docu-
ment, administrative review is in ac-
cordance with the procedures estab-
lished by the Department of Health and
Human Services under 45 CFR 5.34.

[44 FR 22351, Apr. 13, 1979, as amended at 55
FR 1404, Jan. 16, 1990]

§14.10 Applicability to Congress.

This part applies to Congress, indi-
vidual Members of Congress, and other
employees or representatives of Con-
gress in the same way that they apply
to any other member of the public, ex-
cept that disclosure of advisory com-
mittee records to Congress is governed
by §20.87.

§14.15 Committees working under a
contract with FDA.

(a) FDA may enter into contracts
with independent scientific or tech-
nical organizations to obtain advice
and recommendations on particular
matters, and these organizations may
in turn undertake such work through
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